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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of lime may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the sel or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)1E1 Responsive to communication(s) filed on 11 February 2004 . 
2a)!3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1^9 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [SI Claim(s) 1,4-6 and 8 is/are rejected. 

7) 3 Claim(s) 2.3 and 7 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 . 121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 


3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Objections 

Claim 2 is objected to because reference character "40" has been used to designate a 
pressure regulator means and a valve means. Additionally, reference character u 23" has been 
used to designate a pressurizing means and a force applying means. 

The objection to the drawings will not be held in abeyance. 


Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 6 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
DiDomenico U.S. Pat. No. 4,714,462. 

DiDomenico discloses an infusion device comprising: a variable volume storage chamber 
(26); a pressuring means (24 and 28); an outflow chamber (200); means for attachment (38); a 
flow restrictor (230); catheter (240); a pressure regulator means (100); pressure regulator means 
is fully capable of fluid transfer from the storage chamber to the outflow chamber at a flow rate 
substantially equal to or greater than the flow rate out of the chamber because DiDomenico 
device is continuous, uninterrupted and controlled volume from the outflow chamber through the 
flow restrictor means and catheter to the patient over said extended period of time (col. 5 and 
entire specification); as to claim 6, (fig. 1); as to claim 8, (see above rejections). 
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Claim Rejections -35 II SC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinal*}' skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 4 and 5 are rejected under 35 U.S.C 103(a) as being unpatentable over 
DiDomenico. 

DiDomenico discloses the infusion device substantially as claimed except for wherein the 
preselected outflow pressure ranges from about 1 psi to about 10 psi with an accuracy of +/- 5% 
and wherein the storage chamber has a volume ranging from 50 ml to 500 ml and the outflow 
chamber has volume ranging from 2 ml to 10 ml. At the time the invention was made it would 
have been an obvious matter of design choice to a person of ordinary skill in the art to vary the 
outflow pressure and vary the size of the storage chamber because applicant has not disclosed 
that the aforementioned limitations provides an advantage, is used for a particular purpose, or 
solves a stated problem. One of ordinary skill in the art, furthermore, would have expected 
Applicant's invention to perform equally well with the infusion device of DiDomenico. 
Basically, the limitations lack criticality. 
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Allowable Subject Matter 


Claims 2-3, 7 and 9 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 


Any inquiry concerning this communication or earlier communication from the examiner 
should be directed to Kevin C. Sirmons whose telephone number is (703) 306-5410. The 
examiner can normally be reached on Monday - Thursday from 6:30 am to 4:00 pm. The 
examiner can also be reached on alternate Fridays. 


Kevin C. Sirmons 
Patent Examiner 
10/3/05, 


Conclusion 



